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(54) Methods and devices for collecting and preparing specimens for detection of mycobacteria

and their antigens

(57)  Methods and articles of manufacture are dis-
closed for detecting a secreted mycobacterial antigen
directly in a biological sample obtained from a mamma-
lian subject without substantial replication of mycobac-
terial cells in the sample. This method comprises con-
tacting an antibody that specifically binds to the secreted
mycobacterial antigen with the sample, or a fraction
thereof, under conditions such that the antibody specif-
ically binds to secreted mycobacterial antigen in the
sample, thereby forming a specific complex of the anti-
body with the secreted mycobacterial antigen. This
method further comprises detecting the presence, ab-
sence or amount of specific complex of the antibody with
the secreted mycobacterial antigen in the sample. In this
method the presence of this specific complex indicates
the presence of the secreted mycobacterial antigen in

the sample. The invention method is particularly useful
for detecting MPB64 antigen of M. bovis or MPT64 an-
tigen of M. tuberculosis in biological samples from a hu-
man subject suspected of having tuberculosis, particu-
larly for sputum samples from such subjects. Prior to
contacting the sample with an antibody that specifically
binds to MPB64 antigen or MPT64 antigen, a mucolytic
or liquifying agent, preferably containing a disulfide
bond reducing agent, and optionally a decontaminating
agent, is added to the sample. One preferred disulfide
bond reducing agent is N-acetyl-L-cysteine (NALC) and
advantageously this agent is added to the sample to
achieve a concentration in the sample that is substan-
tially greater than 0.25% (w/v), for instance, about 2.5%
(wWhv).
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The Search Division considers that the present European patent application does not comply with the
requirements of unity of invention and relates to several inventions or groups of inventions, namely:

1. claims: 1-5, 8-10

Method for detection of secreted mycobacterial antigen in a
biological sample; Method for detection of an infection of a
mammalian subject by a mycobacterial species that produces a
secreted mycobacterial antigen by testing a biological
sample; An article of manufacture for the detection of a
mycobacterial antigen.

2. claims: 6, 7

A method of pretreatment of samples which will be subjected
to a method of detection of secreted mycobacterial antigen.
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